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SUMMARY: The Food and Drug Administration (FDA) is announ&ig ‘the- 
‘ 

,‘ I\ 
availability of a small entity compliance guide (SECG) entitled “Iron- i 

Containing Supplements and Drugs:’ Label %Varning Statements; Small Entity 

Compliance Guide” to revise and update an earlier. SECG entitled “Iron- 

Containing Supplements and Drugs:‘Labei warning Statements and vnit:co& ;- 
Packaging Requirements; Small Entity Compliance Guide.” The revised SFCG 

is being issued in response to the withdrawal, in part, of a final rule. The.SEpG _,, 
is intended to set forth in plain language the requirements for label warning 

statements for iron-containing dietary supplement and drug products in ioii’d > 
oral dosage form and to help small businesses understand these requirements. 

DATES: Submit written or electronic’camments on the SECG at any time. 

ADDRESSES: Submit written comments on the, SECG to the Division of Dockets 
Management (HFAeso5), Food’and “;.Ug‘.~~~in.s~~~~i~~,.-5~~~~ Fishers LA~,~’ ’ 

rm. 1061, Rockville, MD 20852. Submit electronic c,omments on the SECG to 

http://www.fda.gov/dockets/ecoml&n ti.” 
I 

* , 

Submit written requests for single cop& of the SI?CG to the Iron Lab&& 1 

Industry Activities Staff (HFS-565), Center f&~Food Safety ‘and’AppIied ’ .’ ’ * ’ ~ .,< .& “,.>_ ~.,. r ., ., ., , 
cf0369 R~7&#O~t43 -, - :. 
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Nutrition, Food and Drug Administration, 5100 Paint Bran&Pkwy., Coilege 

Park, MD 20740. Send one self-addressed adhesive label to assist that office . 
in processing yourrequest. See the SUPPLEldljNTARY t‘WFC#?~A~@N section for 

electronic access to this guidance document. 

FOR FURTHER INWkMA'Tl'0N' dC)WAW’t’ Robert f. Moore, Center for ‘Food S&ty ” 

and Applied Nutrition (I-IFS-810), Food and Drug Administration, 5100 Paint 

Branch Pkwy., College Park, rjrD 2674b, 3O1*-43%14-42.‘ i ! 

SUPPLEMENTARY INFORMATION: 

I. Background 

In the Federal Register of January 15,1997 (62 FR 2218), FDA issued a 

final rule (1997 final rule) requiring: (1) Label warning statements on iron- 

containing products taken in solid ‘&al dosage f&m to supplement the dietary 

intake of iron or to provide iron for therapeutic purposes, and (2) unit-dose ./ . 
packaging for iron-containing dietary supplement and drug products that 

contain 30 milligrams (mg) or more of iron per dosage unit. This final rule 

became effective July 15,X997. In the Federal Register of December 12,1997 

(62 FR 65432), FDA announced the availability of a SECG entitled “Iron- ’ 

Containing Supplements and Drugs; Label V&rning Statements and Unit-Dose 

Packaging Requirements; Small Entity Compliance Guide” (1997 SECG). The 

1997 SECG was prepared in accordance with section 212. of th.e S,mall,Business 

Regulatory Enforcement Act (Public Law 104-121) and was intended to help 

small businesses understand the requireme& of the i 997 final rule. 
.-” : 

:. 

Elsewhere in this issue of the Fe<&@ Register, FDA is withdrawing those 

parts of the 1997 final rule that established regulations in $§lll.50 an~d .. ., ‘_ ‘, 
310.518(a) and (b) (21 CFR ;1”Yr’r50” and 310.518(a)‘and’(b)) requiring unit-dose 

C”,. _ ,_I* /> ;j- .1 \ -. I 
/ 

packaging for iron-containing dietary supplement and drug products that 
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contain 30 mg or more of iron per dosage unit. FDA is taking this action in’ 

response to the Court’s ruling in Nutritional Health $liqpce v. FDA (318 F.3d 

92 (2d Cir. 2003)), in which the U.S. Court of Appeals for’the Second Circuit 

invalidated the unit-dose packaging regulations based upon its conclusion that 
_ ,a 

the Federal Food; Drug, and cosmetic Act does not provide FDA with authprity 

to regulate packaging of iron-containing dietary supplement and drug products 

for poison prevention purposes. The Court’s ruling affects only the unit-dose 

packaging requirements of the 1997 final rule and not the label warning 
.,,b:e I, ~ j: 

statement requirements. On remand, the U.S. Distri%“(%Lrrt for-the Eastern : 
,_, .:\. 

District of New York entered final judgment.in accordance with the Court’s ’ 

decision, declaring the provisions of §§ lll.;O and 3,JQ.518(a) invalict and’ I 

without legal force or effect (Nutritional Health Alliance v. FDA, No. 97--Cv-- 

5042 (E.D.N:Y. filed May 29, 2003)). As a result, the 199f SECG is being revised 

in accordance with the Court’s ruling and FDA’s withdrawal of.the unit-dose 

packaging regulations. 

Therefore, FDA is making’available the revised Sl$G enti~ed~“Iron-. 1 
,. 

‘, , “) ,,.‘,l..‘., 
Containing Sup$ements and’ Drugs: ‘Label WIarning Statements; Small’ i%tity “* 

Compliance Guide,” which states in plain language the requirements of the “ 

final rule on label warning statements for iron-containing dietary supplement t I i 
and drug products. 

FDA is revising this SECG as level 2 guidance consiatent ,with FDA’s good 

guidance practices regulation (21 CFF 10.115’(c)(2)). The SEC% represents the 

agency’s current thinking on this subject. It does not create or” confer any rights . 
for or on any person and does not operate to bind FDA- or the public. An ’ ” . 
alternative approach may be used if such approach satisfies the requirements 

of the applicable statutes and regulations. If you want to discuss an alternative 
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approach, contact the FDA staff res~oris~iblefor implementing this guidance 
A*/ , .I 

II. Comments 

Interested persons m.ay submit to the Division ofDoc.kets Mauagement’ (see 
; 

ADDRESSES) written or electronic comments regarding this document. Submit 

a single copy of electronic comments to http://~.fda.gavldocketsi ’ 

ecomments or two paper copies of any mailed comments, except that : 

individuals may submit one paper copy; Comments are to be identified with 

the docket number found in brackets in the heading of this document. Received 

comments may be seen in the Division of Dockets I&nagement between 9 a.m. ,. / ._/, \, . ‘) 
and 4 p.m., Monday through Friday. 



5 

III. Electronic Access ,_ _ : L / 

Persons with access to the Internet mai obtdn th6 YL%G-GGt & h@.XT” ’ 
I 

~.CfSCIn.fdQ.gOv/guidance:htmi. 
.‘, 

[FR Dot. 03-????? Filed ??-??-03; &&am] ‘” 
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